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DETAILED ACTION 

Applicant's amendment and response filed on 3/19/2009 has been received and 
entered into the case. 

Claims 50, 53 and 57-63 are pending and have been considered on the merits. 
All arguments have been fully considered. 

In the response to the previous office action, applicant argued that the limitation 
of "at least about 55%" is clearly supported by the data and by the specification as cited. 
As indicated in the previous office action, the question here is whether the limitation 
introduces a new matter, which includes a change of the range covering by the 
limitation. Thus, the limitation of "at least about 55%" which covers about 55% and 
more, and there is no upper limit due to the term "at least". As indicated by applicant, 
the specification discloses 55%, 60%, 65% and 70% ethanol, and this is not sufficient to 
support the broader range of "at least about 55%". Therefore, the limitation introduces a 
new matter to the instant application. 

In amended cases, subject matter not disclosed in the original application is 
sometimes added and a claim directed thereto. Such a claim is rejected on the ground 
that it recites elements without support in the original disclosure under 35 U.S.C. 112, 
first paragraph, Waldemar Link, GmbH & Co. v. Osteonics Corp. 32 F.3d 556, 559, 
31 USPQ2d 1855, 1857 (Fed. Cir. 1994); In re Rasmussen, 650 F.2d 1212, 211 USPQ 
323 (CCPA 1 981 ). See MPEP § 21 63.06 - § 21 63.07(b) for a discussion of the 
relationship of new matter to 35 U.S.C. 112, first paragraph. New matter includes not 
only the addition of wholly unsupported subject matter, but may also include adding 
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specific percentages or compounds after a broader original disclosure, or even the 
omission of a step from a method. See MPEP § 608.04 to § 608.04(c). See In re 
Wertheim, 541 F.2d 257, 191 USPQ 90 (CCPA 1976). 

MPEP § 2163.05 states that "With respect to changing numerical range 
limitations, the analysis must take into account which ranges one skilled in the art would 
consider inherently supported by the discussion in the original disclosure. In the 
decision in In re Wertheim, 541 F.2d 257, 191 USPQ 90 (CCPA 1976), the ranges 
described in the original specification included a range of "25%- 60%" and specific 
examples of "36%" and "50%." A corresponding new claim limitation to "at least 35%" 
did not meet the description requirement because the phrase "at least" had no upper 
limit and caused the claim to read literally on embodiments outside the "25% to 60%" 
range , however a limitation to "between 35% and 60%" did meet the description 
requirement. 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 50, 53 and 57-63 are rejected under 35 U.S.C. 112, second paragraph, 
as being incomplete for omitting essential steps, such omission amounting to a gap 
between the steps. See MPEP § 21 72.01 . 

The step (c) drawn to adding to the lysate an alcohol solution to form a 
lysate/alcohol mixture of about 20% to about 35% alcohol in claim 50 is apparently 
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carried out after the step of (b) drawn to a step of extracting RNA molecules from the 
lysate with an extraction solution comprising phenol. There is an omitted step of 
recovery after phenol extraction, and the step (c) should be carried out with the 
recovered material from the step (b), rather than "the lysate". 

Apparently the aqueous phase of phenol extraction comprises RNA, and this 
aqueous phase is not considered as "lysate", and thus, it is not clear whether the step 
(c) is carried out after the recovery of RNA from the phenol extraction step of (b) or the 
lysate of (a) is mixed with the extraction solution comprising phenol of (b) and alcohol of 
(c). Clarification is required. 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 50, 53 and 57-63 stand rejected under 35 U.S.C. 112, first paragraph, as 
failing to comply with the written description requirement. The claim(s) contains subject 
matter which was not described in the specification in such a way as to reasonably 
convey to one skilled in the relevant art that the inventor(s), at the time the application 
was filed, had possession of the claimed invention. 

The newly added limitation of "at least about 55%" in step (f) and (g) of claim 50 
and its dependent, and also in claim 58 introduces a new matter to the current 
application. 

Applicant indicated in the amendment that there are support for the limitation 
showing the examples at Example 1, 3, 6, 7 and 8. It is acknowledged that there are 
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disclosures of "about 55%" or "55%" in the Examples. However, the specification failed 
to disclose the broader range of "at least about 55%". This limitation is considered as 
"about 55% and more", which is broader than "about 55%" or "55%". However, the 
specification only discloses "about 55%" in Example 7, or "55%" in Examples 1 , 3, 6 and 
8 for the ethanol concentration used for eluting small RNA in the method. Therefore, the 
range of "at least about 55%" as introduced in the current amendment is a new matter 
to the instant application. 

Conclusion 

No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Taeyoon Kim whose telephone number is (571)272- 
9041 . The examiner can normally be reached on 8:00 am - 4:00 pm ET (Mon-Thu). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Wityshyn can be reached on 571-272-0926. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Taeyoon Kim/ 
Examiner, Art Unit 1651 



